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DETAILED ACTION 
Inventorship 

1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Priority 

2. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Drawings 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) because they 
do not include the following reference sign(s) mentioned in the description: "32" found in page 
7, line 6 of the specification. It is suggested to replace "32" with 32a, 32b - in the 
specification. 

4. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) because they 
include the following reference sign(s) not mentioned in the description: "52", "54", "56", and 
"72". A proposed drawing correction, corrected drawings, or amendment to the specification to 
add the reference sign(s) in the description, are required in reply to the Office action to avoid 
abandonment of the application. The objection to the drawings will not be held in abeyance. 
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5. The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the "foundation layer" claimed in 
claims 3, 4, 26, and 27 must be shown or the feature(s) canceled from the claim(s). No new 
matter should be entered. 

A proposed drawing correction or corrected drawings are required in reply to the Office 
action to avoid abandonment of the application. The objection to the drawings will not be held 
in abeyance. 

Specification 

6. The abstract of the disclosure is objected to because the form and legal phraseology often 
used in patent claims, such as "means" should be avoided (see line 1 of the abstract). Correction 
is required. See MPEP § 608.01(b). 

7. The disclosure is objected to because of the following informalities: it appears that in 
page 5, line 5 of the specification, "Figure 9" should be changed to - Figures 9A-9D -; in line 7 
of the page "Figure 10" should be changed to — Figures lOA-lOD ~; in line 9 of the page 
"Figure 11" should be changed to - Figures 1 lA-1 ID — ; and in line 15 of the page, "Figure 14" 
should be changed to - Figures 14A-14D --. Appropriate correction is required. 

8. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

Claim Objections 

9. Claims 2, 3, 5, and 6 are objected to because of the following informalities: in line 1 of 
claims 2, 3, 5, and 6, "and" should be deleted; in claim 2, line 2, "element" should be changed to 
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- elements and in claim 3, line 2, "element" should be changed to two elements 
Appropriate correction is required. 

10. Claim 19 is objected to because of the following informalities: it appears that in line 2 of 
the claim, "carry" should be changed to - carrier Appropriate correction is required. 

1 1 . Claim 23 is objected to because of the following informalities: in line 1 of the claim, it 
appears that the applicant left out other necessary figures (see the phrase "with reference to 
Figures 1 to - of the accompanying drawings"). Appropriate correction is required. 

12. Claim 26 is objected to because of the following informalities: it appears that claim 26 
should depend on claim 24 instead of claim 1 because claim 1 is not a method claim. The 
examiner assumes that it is a typographical error. Accordingly, for examining purposes the 
examiner has assumed that claim 26 is dependent on claim 24. Appropriate correction is 
required. 

13. Claim 43 is objected to under 37 CFR 1 .75 as being a substantial duplicate of claim 42. 
When two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing one claim 
to object to the other as being a substantial duplicate of the allowed claim. See MPEP 

§ 706.03(k). For examination purposes, the examiner has assumed that claim 43 should have the 
limitation - the step of applying the layers along a substantial length of said elongate member 

Claim Rejections - 35 USC § 112 

14. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject maner which the applicant regards as his invention. 
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1 5. Claims 1-23, 30, 36, and 41 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

16. Claim 1 recites the limitation "said gas" in line 9. There is insufficient antecedent basis 
for this limitation in the claim. 

17. Claim 3 recites the limitation "said element" in line 2. There is insufficient antecedent 
basis for this limitation in the claim. It is suggested to change "said element" to - said two 
elements — . 

1 8. Claims 8, 14, 30, and 36 contain the trademark/trade name Hedrothane^'^ and claims 1 8 
and 39 contain the trademark/trade name Chronoflex^'^. Where a trademark or trade name is 
used in a claim as a limitation to identify or describe a particular material or product, the claim 
does not comply with the requirements of 35 U.S.C. 1 12, second paragraph. See Ex parte 
Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the trademark or 
trade name cannot be used properly to identify any particular material or product. A trademark 
or trade name is used to identify a source of goods, and not the goods themselves. Thus, a 
trademark or trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name Hedrothane^^ is used to 
identify/describe hydrophilic material and Chronoflex^'^ is used to identify/describe a chromate 
free water based primer and, accordingly, the identification/description is indefinite. 

19. Claim 20 recites the limitation "the first to the second reactive agents" in lines 1-2. There 
is insufficient antecedent basis for this limitation in the claim. 
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20. Claim 23 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite in that it 
fails to point out what is included or excluded by the claim language. This claim is an omnibus 
type claim. 

21 . Claim 41 recites the limitation "the first and second reactive elements" in lines 1-2. 
There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

22. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

23. Claims 1, 3-7, 9-10, 17-22, 24, 26-29, 31-32, and 38-43 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Joseph (WO 98/18387 of record) in view of Vioiante et al. 
(US 6,106,473). Joseph discloses in page 9, line lines 1-28 and shows in Fig. 2 (reproduced 
below), an instrument (10) insertable into a medium and being capable of detection by sonic 
imaging equipment comprising an elongate member (14) for insertion into the medium and 
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having a region the position of which it is desirable to monitor, bubble generating means 
(effervescent material 32 of Fig. 3) for generating a plurality of discrete mobile gas bubbles at 
the region, whereby the bubbles are detectable by sonic imaging equipment wherein the bubble 
generating means comprises two elements, sodium hydrogen carbonate and citric powder, (col. 
4, line7) which, upon contact with each other in the presence of fluid react with each other to 
produce the gas bubbles within a fluid (col. 3, lines 1-5). Joseph further teaches in Fig. 3 
(reproduced below) a fluid permeable carrier material (30). Joseph teaches a single radially 
displaced layer (coating 20) containing both elements of the bubble generating means. 
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Joseph differs from the claimed invention because it does not expHcitly disclose that the 
two elements of the bubble generating means comprise first and second radially displaced layers 
of the elements within the carrier material. 

Violante et al. (hereinafter "Violante") discloses a coating layer (applicant's bubble 
generating means) containing two elements, a bicarbonate salt (obviously includes sodium 
hydrogen carbonate; see col, 10, line 60) and an acid (obviously includes citric acid; see col. 3. 
lines 38-50). Violante teaches that in an alternative form the bubble generating means 
containing the two elements could be applied to a medical instrument, such as a needle (col. 6, 
line 1 5), as more than one layers (col. 1 1, line 42) for optimum gas production in order to 
improve the visibility of the instrument when viewed using ultrasound imaging techniques (col. 
I, lines 11-14). 

Violante is evidence that ordinary skill in the art of ultrasound imaging would find a 
reason, suggestion or motivation to form the bubble generating means containing the two 
elements as first and second radially displaced layers within the fluid permeable carrier material. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the bubble generating means of Joseph by forming the two 
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elements in first and second radially displaced layers of the elements in order to increase gas 
production so that the visibility of the instrument is improved when viewed using ultrasound 
imaging techniques, as per the teachings of Violante. 

Accordingly, claims 1 and 24 would have obvious. 

As to claims 3, 4, 26, and 27, Joseph's coating (20) is considered the foundation layer 
situated on the instrument upon which the elements containing layers are deposited (see page 9, 
lines 10-13). Joseph further teaches that the foundation layer comprises a fluid permeable layer 
(page 9, line 25). 

As to claims 7 and 29, Joseph teaches that the carrier material comprises a hydrophilic 
material (page 4, line 22). 

As to claims 9, 10, 31, and 32, Joseph teaches in page 5, line 6 that the two elements 
comprise citric acid and sodium hydrogen carbonate. It is common and known in the art to use 
dissolved citric acid and sodium hydrogen carbonate for optimxun results. Accordingly, claims 
1 0 and 32 would have at least been obvious. 

As to claims 5, 6, 17, 18, 28, 38, and 39, Joseph differs from the claimed invention 
because it does not disclose expressly the step and structure for pre coating the instrument 
surface by a primer layer. 

Violante discloses in col. 11, lines 53-57, the step and structure for pre coating the 
instrument by a primer layer typically including a polyurethane based primer (col. 12, line 28 
and col. 16, lines 45-50) or other suitable primers (such as an acid etched layer or water based 
primer) known to one skilled in the art (col. 12, lines 23-24). According to the applicant's Cytec 
BR6757 is a preferable water based primer. Therefore, one of ordinary skill in the art would 



Application/Control Number: 10/690,828 Page 10 

Art Unit: 3737 

know that Joseph's broad limitation of a poiyurethane based primer includes Chronoflex^'^. 
Violante further discloses that the instrument is treated with a primer layer in order to enable 
strong adhesion of the echogenic coating (applicant's bubble generating means) to the 
instrument. 

Violante is evidence that ordinary workers in the art of ultrasound imaging would find a 
reason, suggestion or motivation to pre coat the medical instrument by a primer layer. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to pre coat the medical instrument of Joseph by a primer before applying the 
bubble generating means containing the first and second layers in order to provide strong 
adhesion of the bubble generating means to the instrument wherein the bubble generating means 
comprising the first and second layers of the two elements. 

Accordingly, claims 5, 6, 17, 18, 28, 38, and 39 would have been obvious. 

As to claims 19 and 40, Joseph teaches the step and structure for adding the first and 
second elements to a carrier material to form the layers in which the elements are added to the 
carrier material in a ratio of 3:7 (page 5, line 10), which is approximately 42% (3/7*100) by 
weight. This ratio is obviously within the range between 20% and 200% by weight. 

As to claims 20 and 41 , Joseph teaches in page 5, line 9 that the first and second elements 
are added in equal amount and therefore, in a ratio substantially 50/50 by weight. 

As to claims 21, 22, 42, and 43, Joseph teaches in the abstract that the layers may be 
applied at one or more discrete portions, or in the alternative, along a substantial length of the 
elongate member (see also page 3, line 30). 
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24. Claims 2, 1 1-13, 25, and 33-35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Joseph (WO 98/18387) in view of Violante et al. (US 6,106,473) as applied to claims 
disclosure in page 3, lines 4-5, Chronoflex™ is a preferable polyurethane based primer and 1 , 3- 
7, 9-10, 17-22, 24, 26-29, 31-32, and 38-43 above and further in view of Carlin et al. (US 
5,912,012). 

The combined invention of Joseph and Violante teaches all the limitations of the claimed 
subject matter except for mentioning specifically that one of the two layers contains sodium 
hydrogen carbonate and the other layer contains citric acid wherein the layers are separated by an 
intermediate layer. 

Carlin et al. (hereinafter "Carlin") teaches in Fig. 1 (reproduced below), an effervescent 
system containing three layers wherein the first, outer, layer (12) contains either the acidic 
element (e.g., the citric acid) or the basic element (e.g., the sodium hydrogen carbonate), the 
second, inner, layer (14) contains the other element that is not selected for the first layer (12), 
and the third, intermediate, layer (16) that is not chemically involved with the acidic or the basic 
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FIG.1 

element (col. 3, lines 50-54). Carlin further discloses that the intermediate layer is used for 
separating the first and second layers containing the two elements for improving the handling of 
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the two elements (col. 3, line 6) and thereby minimizing reaction between layers prior to 
immersion in a liquid (col. 4, lines 30-32). The applicant may argue that the effervescent system 
of Carlin is from a different field of endeavor (dental cleanser). However, both Joseph's 
effervescent materials and Carlin's effervescent materials perform the same function that is to 
produce gas bubbles. Violante teaches in col. 8, lines 51-57, that gas bubbles are acoustically 
reflective in ultrasound applications and increases the visibility of a structure containing a 
coating that is capable of releasing the gas bubbles in a medium. 

Carlin is evidence that ordinary workers in the art of ultrasound imaging would find a 
reason, suggestion or motivation to add an intermediate layer to separate the first and second 
layers containing the two elements. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the combined invention of Joseph and Violante by adding an 
intermediate layer in between the first and second layers containing the two elements in order to 
minimize the reaction between layers prior to immersion in a liquid medium, as per teachings of 
Carlin. 

According to the teaching of Joseph in page 7, lines 5-10, it would have been obvious to 
one of ordinary skill in the art to make the intermediate layer such a way that it includes 
hydrophilic material in order to draw a small quantity of fluid from the organ tissue thereby 
exposing the two layers containing the effervescent materials to the action of the fluid and 
enhancing the effervescent effect. 

25. Claims 15 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over Joseph 
(WO 98/18387 of record) in view of Violante et al. (US 6,106,473 of record) as applied to claims 
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1 , 3-7, 9-10, 17-22, 24, 26-29, 31-32, and 38-43 above and flirther in view of Urueta (US 
5,885,281 of record). 

The combined invention of Joseph and Violante teaches all the limitations of the claimed 
subject matter except for mentioning specifically that the surface is prepared by solvent 
degreasing or wet blasting, 

Urueta teaches in col. 3, line 61 - col. 4, line 14, a solvent degreasing step in order to 
clean the surface of a stainless steel by removing grease and oil from the surface (col. 3, lines 62- 
65). 

Urueta is evidence that ordinary workers in the art of ultrasound imaging would find a 
reason, suggestion or motivation to use the solvent decreasing step prior to applying the layers 
containing the two elements. 

Therefore, it would have been obvious to one of ordinary skill in the art to modify the 
combined invention of Joseph and Violante by using the solvent degreasing step in order to 
remove any oil or grease from the surface of the instrument prior to applying the layers 
containing the two elements as per teaching of Urueta. 

26. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Joseph (WO 
98/18387 of record) in view of Violante et al. (US 6,106,473 of record) and Urueta (US 
5,885,281 of record) as applied to claims 15 and 37 above and further in view of Ljungberg et al. 
(US 5,786,069 of record). 

The combined invention of Joseph, Violante, and Urueta teaches all the limitations of the 
claimed subject matter except for mentioning specifically that the surface is prepared by wet 
blasting technique. 
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Ljungberg teaches in col. 4, lines 1 1-15, a technique of wet blasting for smoothing the 
surface of a stainless steel. 

Ljungberg is evidence that ordinary workers in the art of ultrasound imaging would find a 
reason, suggestion or motivation to use the wet blasting step prior to applying the layers 
containing the two elements. 

Therefore, it would have been obvious to one of ordinary skill in the art to modify the 
combined invention of Joseph, Violante, and Urueta by using the wet blasting step in order to 
smooth the surface of the instrument prior to applying the layers containing the two elements, as 
per teaching of Ljungberg. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ali Imam whose telephone number is 571-272-4737. The 
examiner can normally be reached on Mon. - Th., 8:00- 6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 571-272-4956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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